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Erectile dysfunction (ED) is a medical condition which can affect men of 
all ages. As men live longer and the 
prevalence of cardiovascular disease 
and diabetes continue to increase, 
the problem of ED will become more 
prominent. The condition affects men 
both physically and emotionally. The 
profound psychological effect that 
this condition has on men should not 
be underestimated. A man with the 
problem of ED may feel robbed of 
his identity, may develop feelings of 
dissatisfaction with life in addition to 
anxiety, depression, low self-esteem 
and a decrease in quality of life.1,2 
While it is well know that the 
treatment for ED has come a long 
way from painful intracavernosal 
injection therapies to the widely 
available, effective, well tolerated 
phosphodiesterase type 5 (PDE-5) 
inhibitors, a large proportion of men still 
fail to seek treatment.3,4  In addition, 
the lack of adherence rate of men who 
have initiated therapy is high, with up to 
80% choosing to discontinue therapy.5 
Various reasons for failing to 
seek therapy have been proposed 
including lack of support, fear or denial 
of the issue, and the possibility that 
health care professionals do not feel 
sufficiently comfortable discussing 
the problem or patients themselves 
do not feel comfortable broaching the 
subject.6,7 In addition, it was found 
that younger men fail to seek therapy 
because they believe that their ED will 
resolve spontaneously, while older men 
accept it as a natural part of aging.8 
Different studies have identified 
several reasons for discontinuation of 
therapy with PDE-5 inhibitors including 
ineffective treatment, side effects, 
partner reluctance, difficulties with 
general practitioner, embarrassment 
and financial issues. 9,10 
While failure to seek therapy and 
discontinuation of therapy may be due 
to any one factor or a combination of 
factors listed above, data published in 
2001 suggests that the needs of men 
with ED and their partners are still not 
being met by the available therapy.11  
Eardley et al described the ideal ED 
drug as one which would be effective, 
safe, rapid, ‘on demand’, tolerance free, 
cheap, no effect on desire, discreet, 
spontaneous, long acting, unaffected 
by food drink and other drugs, 
accepted by partner and curative.12  
While the available oral doses of PDE-
5 inhibitors incorporate many of the 
features stated above, none can be 
described as ‘ideal’.  Furthermore, 
there appears to be the perception by a 
significant proportion of users that the 
therapy available is inconvenient.10 
The availability of the new formulation 
of the PDE-5 inhibitor vardenafil, as 
an orally disintegrating tablet (ODT) 
formulation offers the possibility of 
increasing convenience, offering a greater 
degree of discretion, reducing the degree 
of embarrassment, thereby enhancing 
patients’ adherence to therapy.  
Vardenafil OTD can be taken 
anywhere as it dissolves in the mouth 
within seconds without the need for 
water leaving a pleasant minty taste in 
the mouth. 
As an ODT formulation, vardenafil, 
disintegrates in the mouth by the 
action of saliva. It is mainly absorbed 
across the GIT with about 8% 
being absorbed through the mucus 
membranes in the mouth, bypassing 
first pass metabolism thereby providing 
an improved bioavailability over the 
film coated formulation.  However, the 
minor differences in pharmacokinetics 
between the film-coated preparation 
and the OTD do not have any clinically 
meaningful effect on onset of action, 
duration of action and safety.13, 14 
The safety and efficacy of the new 
vardenafil formulation has been studied 
significantly in two phase III clinical 
studies - the POTENT studies. The key 
findings demonstrate that the 10mg 
ODT formulation is:
• equally effective in patient over 
65 years of age as those under 65 
years of age; 
• effective regardless of underlying 
conditions or co-morbidities  of 
diabetes, dislipidaemia and 
hypertension; 
• effective regardless of severity of 
ED.
Overall the new formulation of 
vardenafil 10mg has a safety and 
efficacy profile similar to the film-coated 
formulation. 13, 14
Clinical studies have indicated 
that OTD formulations are very well 
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accepted by patients and this has 
led to an improvement in adherence 
to therapy.15 In fact a recent study 
found that acceptance of a PDE-5 
inhibitor formulation by patients was 
high, in which case this could lead to 
improved adherence to therapy.10 
This new formulation offers 
a significant advantage over the 
film coated formulations in terms 
of discretion and convenience. It 
fits much easier into the patient’s 
life style and is removed from the 
traditional way of ‘taking medicine’ 
possibly enabling the individual to 
There’s no mystery in how to lose weight – burn more calories and/
or eat fewer ones – it’s all about energy 
balance.  Exercise burns more calories.  
Simple changes like using stairs instead 
of the lift, parking a little further from 
your destination, and walking 30 minutes 
a day, can make a significant difference 
– small changes can eventually lead to 
big improvements.
An easier way than portion control 
to consume less calories, is to eat less 
fat, because fat (whether saturated, 
monounsaturated or polyunsaturated) 
has more than twice the calories per 
gram of protein or of carbohydrate.  
Eating less fat means consuming fewer 
calories without having to eat less food, 
thus increasing satiety without adding 
calories.
Food volume (and not calories) 
primarily determines how full you feel.  
Most good (complex) carbohydrates, 
like fruits and vegetables, are low in fat 
(low caloric density) and high in fibre, so 
you feel full before consuming too many 
calories.  Researchers at Pennsylvania 
State University found that healthy 
women instinctively ate about 3 pounds 
of food daily, irrespective of whether the 
foods were high or low in calories.  They 
found that those on a low-fat diet plus 
fruits and vegetables lost more weight 
than those on a low-fat diet alone.1  
Food consumption data from the 
US Department of Agriculture’s National 
Food Consumption Surveys (NFCS) and 
the Continuing Survey of Food Intakes 
by Individuals (CSFII) states, “Individuals 
of all ages who consume a diet with 
fewer than 30 per cent of calories from 
fat, consistently have lower energy 
intakes.  The data suggest that reducing 
fat intake is one effective strategy for 
also reducing total energy consumption. 
Given the increasing rates of obesity 
in the US at an earlier age, dietary-fat 
reduction may be an effective part of 
an overall strategy to balance energy 
consumption with energy needs”.
Another cause of getting too many 
calories is consumption of too many bad 
(simple) carbohydrates.  These are low in 
fibre, and large quantities of calories can 
be consumed without feeling full.  Factory 
processing and lack of fibre may cause 
these foods to have a high glycaemic 
index and often a high glycaemic load, 
are absorbed more rapidly, causing 
blood glucose spikes and insulin surges.  
These surges may cause a reactive 
hypoglycaemia, increasing hunger and a 
desire to eat more simple carbohydrates 
in a vicious circle, sometimes called 
“carbohydrate cravings”.  An optimal 
diet is therefore low in both fat and bad 
carbohydrates. 
Protein also helps increase satiety, 
and both plant proteins and animal 
proteins achieve this. However in general, 
plant-based proteins and seafood-
based proteins are more healthy than 
animal-derived ones.2  Body weight is 
inversely associated with dietary fibre 
and carbohydrates, and is positively 
associated with protein intake.  Meat has 
virtually no dietary fibre.
Professor Ornish’s dietary advice 
is about abundance, not deprivation – 
feeling better, not just living longer.  He 
emphasises eating more foods that 
feel less like a ‘patient’.
Health care professionals should 
be proactive in seeking to increase 
awareness regarding availability of 
therapy for men with ED. They should 
be comfortable discussing issues 
related to sexual health and provide 
an atmosphere of openness which 
encourages the individual to discuss 
his problem. Clinicians would be able 
to make the proper assessment whilst 
allowing the individual to address 
any concerns about his condition 
and the therapies available. Once 
the communication channels are 
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are beneficial rather than just eating 
fewer unhealthy ones.  There are at 
least 100,000 substances in foods that 
have powerful anti-cancer, anti-heart 
disease, and anti-ageing properties.  They 
include phyto-chemicals, bioflavonoids, 
carotenoids, retinols, isoflavones, 
genistein, lycopene, polyphenols, 
sulforaphanes and others.  These 
protective factors are essentially found in 
fruits, vegetables, whole grains, legumes, 
soy products and some fish.  These are 
rich in good carbohydrates, good fats, 
good proteins, and other protective 
substances.3  
Ornish’s Preventive Medicine 
Research Institute conducted a double-
blind, placebo-controlled, randomised 
controlled trial looking at the effects 
of pomegranate juice in people with 
coronary heart disease.  After only 3 
months, they found that blood flow 
to the heart was improved in those 
who drank one eight-ounce glass of 
pomegranate juice each day, whereas 
patients on placebo got marginally 
worse.4 
Other studies are showing that 
pomegranate juice may help prevent 
and even slow the growth of prostate 
cancer and other tumours.  A particular 
study showed that a daily eight-ounce 
glass of pomegranate juice may reduce 
the recurrence of prostate cancer.  
Researchers claim that the effect may 
be so large as to help older men outlive 
the disease.5 
Red wine may be good for your 
heart, but you can receive similar 
benefits from unfermented wine, i.e., 
grape juice.  Substances such as 
flavonoids in grapes help keep arterial 
walls flexible, improve blood flow and 
reduce risk of thrombosis.  They also 
help keep blood cholesterol from ending 
up in your arterial walls.  Antioxidants 
in grape juice appear to linger longer 
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continued from page 17 open, they could also encourage the 
involvement of partners which, in 
most cases, is extremely beneficial 
in obtaining a successful outcome.  
Since ED may be an indicator of other 
conditions such as occult coronary 
artery disease, cardiovascular disease, 
depression and diabetes, they may 
take the opportunity to make other 
health interventions.16,17
It is of paramount importance that 
clinicians are receptive to their individual 
patient’s needs and priorities, and 
selection of the appropriate therapy 
made accordingly. 
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This series reviews Dean Ornish’s evidence-based claims of healing 
& disease reversal by dietary and lifestyle changes.  He is a California 
University Professor of Medicine in San Francisco. This instalment 
discusses energy balance and dietary content. 
in the body than in wine, according 
to researchers at the University of 
California’s institute of wine science 
at Davis, suggesting that alcohol may 
actually hasten the breakdown of 
antioxidants in the blood. 
Researchers at Harvard Medical 
School and the National Institute on 
Aging, report that resveratrol, a natural 
substance found in the skin of red 
grapes and red wine, helps reduce 
the harmful effects of a high-calorie 
diet in mice and significantly extended 
their life span.  However, the amounts 
of resveratrol given to the mice were 
equivalent to drinking 750 to 1,500 
bottles of red wine daily. 
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life style and is removed from the 
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calories.  Researchers at Pennsylvania 
State University found that healthy 
women instinctively ate about 3 pounds 
of food daily, irrespective of whether the 
foods were high or low in calories.  They 
found that those on a low-fat diet plus 
fruits and vegetables lost more weight 
than those on a low-fat diet alone.1  
Food consumption data from the 
US Department of Agriculture’s National 
Food Consumption Surveys (NFCS) and 
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by Individuals (CSFII) states, “Individuals 
of all ages who consume a diet with 
fewer than 30 per cent of calories from 
fat, consistently have lower energy 
intakes.  The data suggest that reducing 
fat intake is one effective strategy for 
also reducing total energy consumption. 
Given the increasing rates of obesity 
in the US at an earlier age, dietary-fat 
reduction may be an effective part of 
an overall strategy to balance energy 
consumption with energy needs”.
Another cause of getting too many 
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(simple) carbohydrates.  These are low in 
fibre, and large quantities of calories can 
be consumed without feeling full.  Factory 
processing and lack of fibre may cause 
these foods to have a high glycaemic 
index and often a high glycaemic load, 
are absorbed more rapidly, causing 
blood glucose spikes and insulin surges.  
These surges may cause a reactive 
hypoglycaemia, increasing hunger and a 
desire to eat more simple carbohydrates 
in a vicious circle, sometimes called 
“carbohydrate cravings”.  An optimal 
diet is therefore low in both fat and bad 
carbohydrates. 
Protein also helps increase satiety, 
and both plant proteins and animal 
proteins achieve this. However in general, 
plant-based proteins and seafood-
based proteins are more healthy than 
animal-derived ones.2  Body weight is 
inversely associated with dietary fibre 
and carbohydrates, and is positively 
associated with protein intake.  Meat has 
virtually no dietary fibre.
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emphasises eating more foods that 
feel less like a ‘patient’.
Health care professionals should 
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awareness regarding availability of 
therapy for men with ED. They should 
be comfortable discussing issues 
related to sexual health and provide 
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encourages the individual to discuss 
his problem. Clinicians would be able 
to make the proper assessment whilst 
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any concerns about his condition 
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are beneficial rather than just eating 
fewer unhealthy ones.  There are at 
least 100,000 substances in foods that 
have powerful anti-cancer, anti-heart 
disease, and anti-ageing properties.  They 
include phyto-chemicals, bioflavonoids, 
carotenoids, retinols, isoflavones, 
genistein, lycopene, polyphenols, 
sulforaphanes and others.  These 
protective factors are essentially found in 
fruits, vegetables, whole grains, legumes, 
soy products and some fish.  These are 
rich in good carbohydrates, good fats, 
good proteins, and other protective 
substances.3  
Ornish’s Preventive Medicine 
Research Institute conducted a double-
blind, placebo-controlled, randomised 
controlled trial looking at the effects 
of pomegranate juice in people with 
coronary heart disease.  After only 3 
months, they found that blood flow 
to the heart was improved in those 
who drank one eight-ounce glass of 
pomegranate juice each day, whereas 
patients on placebo got marginally 
worse.4 
Other studies are showing that 
pomegranate juice may help prevent 
and even slow the growth of prostate 
cancer and other tumours.  A particular 
study showed that a daily eight-ounce 
glass of pomegranate juice may reduce 
the recurrence of prostate cancer.  
Researchers claim that the effect may 
be so large as to help older men outlive 
the disease.5 
Red wine may be good for your 
heart, but you can receive similar 
benefits from unfermented wine, i.e., 
grape juice.  Substances such as 
flavonoids in grapes help keep arterial 
walls flexible, improve blood flow and 
reduce risk of thrombosis.  They also 
help keep blood cholesterol from ending 
up in your arterial walls.  Antioxidants 
in grape juice appear to linger longer 
Management of erectile dysfunction with a novel 
orodispersible formulation of the PDE-5 inhibitor vardenafil
continued from page 17 open, they could also encourage the 
involvement of partners which, in 
most cases, is extremely beneficial 
in obtaining a successful outcome.  
Since ED may be an indicator of other 
conditions such as occult coronary 
artery disease, cardiovascular disease, 
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take the opportunity to make other 
health interventions.16,17
It is of paramount importance that 
clinicians are receptive to their individual 
patient’s needs and priorities, and 
selection of the appropriate therapy 
made accordingly. 
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